IN THE UNITED STATES PATENT AND TRADEMARK OFFICE 

In re Patent Application of 

ESCAICH, S. Atty. Ref: 1721-81; Confirmation No. 4976 

Appl. No. 10/506,666 TC/A.U. 1645 

Filed: September 7, 2004 Examiner: Gangle 

For: NEW PRODUCTS SPECIFIC TO PATHOGENIC STRAINS AND THEIR USE AS 
VACCINES AND IN IMMUNOTHERAPY 

********** * 

July 17, 2007 

Commissioner for Patents 
P.O. Box 1450 
Alexandria, VA 22313-1450 

Sir: 

RULE 181 PETITION 

The Commissioner is requested to review the Examiner's restriction requirement 
in the above stated in the Office Action of July 13, 2006. The restriction requirement 
has been made FINAL in the Office Action of January 17, 2007. Review and withdrawal 
of the restriction requirement, and a favorable Decision on this Petition, are requested 
prior to the Examiner's next substantive Action for the reasons described below. 

Specifically, the Commission is requested to review and reverse the restriction 
requirement and instruct the Examiner to examiner all of the pending claims. 

Claims 1-16 are pending. Claims 1-9 and 13-16 have been withdrawn from 
consideration. Claims 10-12 are under active consideration. 
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SEQ ID NO:134 has been elected, with traverse, in response to the Examiner's 
requirement for an election. 

Grant of the attached Petition is requested. Consideration and grant of the 
present Rule 181 Petition prior to the Examiner's next substantive Action is requested 
as grant of the Petition may alter the subject matter of the Examiner's further search 
and consideration of the claims of the present application. 

The Examiner has stated in the Office Action of July 13, 2006 that the 16 claims 
of the Preliminary Amendment filed September 7, 2004 define 12 separately patentable 
inventions, which are themselves each further inclusive of a multitude of separately 
patentable inventions - the number being dependent on the number of enumerated 
peptide and nucleotide sequences recited. 

Reconsideration and withdrawal of the restriction requirements are requested as 
the Examiner has failed to demonstrate, such as by citation of a novelty destroying 
reference of any of the allegedly patentably distinct Groups of subject matter, that the 
claimed subject matter fails to share a common technical feature. The Examiner has 
provided no support for the restriction requirements, as required by the PCT and U.S. 
Patent Rules. The Examiner's unsupported assertions with regard to the alleged 
separate patentability should not be sufficient to sustain the potentially overly 
burdensome requirements of the Office Action of July 13, 2006. 

Withdrawal of the restriction requirements are requested. 

The applicants further submit that the subject matter of the Examiner's Groups 
lll-V define a single invention in that the claimed subject matter is based on the same 
processes. 
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The Examiner has failed to provide a classification of each of the alleged 
separately patentable invention, such as to demonstrate that the subject matter of the 
Examiner's separate Groups have obtained separate status in the art as being 
independent and distinct. A search burden on the Examiner unclear from the record 
therefore where separate classification has not been provided. 

Moreover, the Examiner has not provided any basis in the Office Action of July 
1 3, 2006 as to why and/or how the subject matter of the separate Groups are separately 
patentable one from the other. The Examiner has provided in the Office Action of 
January 17, 2007 (page 2) a statement that "there is no requirement in Group VII for 
any of the components on Groups l-VI." Even if this were sufficient justification for 
finding a lack of unity of invention between the subject matter of the Examiner's Group 
VII and the Examiner's Groups l-VI, which the applicants believe it is not, the Examiner 
has not provided any justification for the alleged lack of unity of invention as between 
the subject matter of the Examiner's Group VII and the remaining Groups VII-XII. The 
Examiner appears to assert that merely provided some statement as to the alleged 
separate patentability, such as generally stating the subject matter of the claim as a 
"technical feature" is sufficient to establish lack of unity of invention. 

The applicants submit, with due respect, that the Examiner should be required to 
provide more to establish a lack of unity of invention. The applicants believe the burden 
is on the Examiner to establish, in the first instance, a lack of unity of invention, as 
opposed to the applicants being required to establish separate patentability. See page 
2 of Office Action dated January 17, 2007 wherein the Examiner states as follows as a 
basis to maintain the alleged lack of unity of invention: "As applicant has not shown a 
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common special technical feature, and there is none apparent, lack of unity exists and 
restriction is proper." 

While not believed to be required, the applicants note, for example, that claims 3- 
6, which define the subject matter of the Examiner's Group II, depend from the claim 1 , 
which defines the subject matter of the Examiner's Group I. Claim 7 (and claim 8 which 
depends therefrom) defines the subject matter of the Examiner's Group III, and is 
similar to claim 2 (which defines the subject matter of the Examiner's Group I) in the 
process recitations. Claims 10-12, which define the subject matter of the Examiner's 
Group V, include the process recitations of claim 7, which defines the subject matter of 
the Examiner's Group III, which is similar to claim 2 (which defines the subject matter of 
the Examiner's Group I). Claim 13, which describes antibodies and defines the 
Examiner's Group VI, interact with (and therefore are inherently defined with respect to 
their reactivity) with peptides of the Examiner's Group I. Claim 14, which defines the 
subject matter of the Examiner's Groups VII-IX, relate to polypeptides of the previous 
claims. Finally, claim 15, which defines the subject matter of the Examiner's Groups X- 
XII relate to methods of using products of the previous claims. 

The Examiner is not believed to have provided a sustainable basis for a 
restriction as between the subject matter of the Examiner's Groups l-XII. 

Moreover, as between the alleged 12 separately patentable inventions, the 
Examiner is believed to have only mentioned, at best, any basis for the allegedly 
separate patentability of the subject matter of the Examiner's Group VII over the subject 
matter of the Examiner's Groups l-VI, as noted above. As also noted above however, 
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the antibodies of the subject matter of the Examiner's Group VII relate to at least the 
subject matter of the Examiner's Group I. 

The Examiner has not established the separate patentability as between each of 
the indicated 12 Groups of subject matter each as against the other, which would 
presumably require justification of the 66 possible combinations of the 12 different 
Groups. While not believed to be sustainable justification for requiring restriction, the 
Examiner has only provided, at best, a discussion in the Office Action of January 17, 
2007 of the alleged separate patentability of the Examiner's Groups of subject matter 
indicated graphically in the following Table by a "O". 
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The above assumes that only one-way distinctiveness is required with regard to 
the subject matter of all of the Examiner's Groups. The Commissioner is further 
requested however to confirm that only one-way distinctiveness is required, or to 
instruct the Examiner to further provide a justification for maintaining the restriction 
requirement where two-way distinctiveness may be required. 

Favorable consideration and a Decision on the present Petition are requested 
prior to the Examiner's next Action. A fee is not believed to be required for 
consideration of the present Petition as the Petition is only being submitted due to the 
failure of the Examiner to clarify the record and/or provide reasonable basis for the 
restriction requirement. The Commissioner is authorized however by the attached 
cover letter to charge the undersigned's Deposit Account No. 14-1 140 for any fee 
required for consideration of the present Petition. 
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Respectfully submitted, 
NIXON & VANDERHYE P.C. 

By: /B. J. Sadoff/ 



BJS: 

901 North Glebe Road, 11th Floor 
Arlington, VA 22203-1808 
Telephone: (703) 816-4000 
Facsimile: (703)816-4100 



B. J. Sadoff 
Reg. No. 36,-663 



